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Public Health Service 
Food and Drug Administration 

Memorandum  

Date: 

From: 

Septem ber 14, 2004 

Hum anitarian Device Exemptions (HDE? :SQaf?Qj: Q:DE,~:;CDRH :,I:: 
(HFZ-403) .d A  

Subject: HDE Approval Package (H030009) 

To: Dockets M anagem ent Branch (HFA-305) 

A ttention: 

Lyle Jaffe 
Jennie Butler 
Gloria Ortega 

The following HDE application was recently approved: 

HDE Num ber: HO30009 
Docket Num ber: 2004M -0415 
Device Nam e: Vertical Expandable Prosthetic Titanium  Rib 

(VEPTR) 
Applicant: Synthes (USA) 

A ttached is the following inform ation for this HDE: 

Approval Order 
Summary of Safety and Probable Benefit 
Labeling 

If you have any questions, please call m e at (301)594-1190 
ext. 107. 

M arsha M elvin 

A ttachm ents 


